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- The MAiUNG DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
. Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 21 September 2006 , 
2a)D This action is FINAL. 2b)l3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex pa/te Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 33-91 is/are pending in the application. 

4a) Of the above claim(s) 37-42. 54-59. 62. 63. 65-68 and 81-91 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) M Claim(s) 33'36A3'53,60.61.64 ar)d 69-80 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 13 The drawing(s) filed on 20 February 2004 is/are: a)n accepted or b)M objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the con-ectlon is required if the drawjng(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonm PTO-152. 

Priority under 35 U.S.C. § 11 9 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No, . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) □ Notice of Drattsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) El Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date 9/3/04 . 6) □ Other . 
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DETAILED ACTION 

Election/Restrictions 
Applicant's election of Group I, the implant and specie of Figs. 1a.b in the reply 
filed on 9/21/06 is acknowledged. Because applicant did not distinctly and specifically 
point out the supposed errors in the restriction requirement, the election has been 
treated as an election without traverse (MPEP § 818.03(a)). Claims 37-42,54- 
59,62,63,66-68,81-91 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention and species, there being no 
allowable generic or linking claim. 

Drawings 

The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: "9" as used in Fig. 1 b. Corrected drawing sheets in compliance with 37 
CFR 1 .121(d), or amendment to the specification to add the reference character(s) in 
the description in compliance with 37 CFR 1 .121(b) are required in reply to the Office 
action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the 
sheet, even if only one figure is being amended. Each drawing sheet submitted after the 
filing date of an application must be labeled in the top margin as either "Replacement 
Sheet" or "New Sheet" pursuant to 37 CFR 1 .121 (d). If the changes are not accepted by 
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the examiner, the applicant will be notified and informed of any required corrective 
action in the next Office action. The objection to the drawings will not be held in 
abeyance. 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 51 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the Invention. 

Claim 51 recites the limitation "the projection" in line 2 of the claim. There is 
insufficient antecedent basis for this limitation in the claim. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis forihe rejections under this section made in this Office action: 

A person shall brentitled to a patent unless - 
I 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. %. yffk 



(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 



Claim Rejections - 35 USC § 112 



Claim Rejections - 35 USC § 102 
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The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AlPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AlPA (pre-AlPA 35 U.S.C. 1 02(e)). 

Claims 33-36.46,49,60,61,64,74.75 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Howland et al. (5496318). Fig. 1 1 shows a vertebral prosthesis having 
first and second halves 106,108 with the first half 106 having a recess or bore 130 that 
receives a projection 138 of the second half 108 in an axial direction. The examiner is 
interpreting the claimed elements "key" and "keyway" in this way: corresponding or 
engaging parts that slide. Claims in a pending application should be given their broadest 
reasonable interpretation. In re Pearson, 181 USPQ 641 (CCPA 1974). See also In re 
Morris, Fed. Cir. 1997 127 F3d 1048, 1054,1055. The halves also comprise what can 
be construed as a keyway 122 and a complementary "key" 124 since it slides within the 
keyway to prevent rotation. The prosthesis also comprises a locking bolt 134 to lock the 
first and second halves together. 

Claims 33-36,45,46,48-51,60,61,71,72,74-77 are rejected under 35 
U.S.C. 102(e) as being anticipated by Lang et al. (6524341). Fig. 3 illustrates a spinal 
prosthesis with a first half having a coupling portion 2 with a bore and a process portion 
or plate 12 and a second half comprising a coupling portion 1 received in the bore and 
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also having a process portion or plate 11. Fig. 3 additionally shows the first and second 
halves have roughened surfaces 13 and can have perforations to enhance bone 
ingrowth, col. 5, lines 41 ,42. The examiner is interpreting the claimed elements "key" 
and "keyway" in this way: corresponding or engaging parts that slide. Claims in a 
pending application should be given their broadest reasonable interpretation. In re 
Pearson, 181 USPQ 641 (CCPA 1974). See also In re Morris, Fed. Cir. 1997 127 F3d 
1048, 1054,1055. Fig. 4 illustrates the first half having radially projecting tabs and the 
second half comprises grooves to receive the tabs that can be interpreted as key and 
keyways. Lang et al. disclose the prosthesis is designed such that the first and second 
halves are to be locked to prevent rotation, col. 5, lines 46-49. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 44,70,78 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Lang et al. '341 in view of Boyer et al. (6660038). Lang et al. is explained above. 

However, Lang fails to disclose the dimensions between the process portions or that the 

material for the prosthesis is metal. Boyer et al. teach the spinal implant can be made 

of metal, col. 7, lines 38-41 . Boyer additionally teaches that the dimension between the 

process portions or plates can be 14mm, col. 12, lines 1 1 ,12. It would have been 



Application/Control Number: 1 0/784,046 Page 6 

Art Unit: 3738 

obvious to one of ordinary skill in the art to utilize metal for the implant and have a 
dimension between plates of about 15mm as taught by Boyer et al. for the implant of 
Lang et al. such that the implant is more radiopaque to improve visibility when 
implanting using imaging devices. Discovering the optimum or workable ranges involves 
only routine skill in the art. 

Claims 43,69 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lang et al. '341 in view of Main et al. (4932975). Lang et al. is explained above. 
However, Lang fails to disclose a portion of the first and second halves having an 
elastomeric material. Main et al. teach the use of elastomeric material with the plate 
members to provide a cushioning effect, col. 3, lines 46-57. It would have been obvious 
to one of ordinary skill in the art to modify the plates and utilize an elastomeric material 
with the process portions as taught by Main et al. on the prosthesis of Lang et al. such 
that it reduces compression of the spine. 

Claims 47,73 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lang et al. '341 in view of Taylor (WO 95/31 158). Lang et al. is explained above. 
However, Lang fails to disclose a hydroxyapatite coating on the exterior surface of the 
process portions. Taylor teaches the use of a hydroxyapatite coating on the surface to 
promote bone ingrowth, abstract. It would have been obvious to one of ordinary skill in 
the art to coat the surface with hydroxyapatite as taught by Taylor on the implant of 
Lang et al. such that it enhances osteo-integration. 

Claims 52,53,79,80 are rejected under 35 U.S.C. 103Ca^^ 
over Lang et al. '341 . Lang et al. is explained supra. However, Lang fails to disclose the 
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dimensions of the coupling portions or the dimensions of the process portions. It would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to use a CTOSs-sectional dimension 50mm^ to SOOmm^ for the coupling portions or a 
range between 70mm^ to SOOmm^ for the cross sectional dimension of the process 
portions, since it has been held that where the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In re Aller, 105 USPQ 233. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian E. Pellegrino whose telephone number is 571- 
272-4756. The examiner can normally be reached on M-Th (8:30am-6pm) and 
alternate Fridays. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Corrine McDermott can be reached on 571-272-4754. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated infonmatlon 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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